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‘“(3) the development of on-site access to
services to address the safety, medical, men-
tal health, and economic needs of patients
either by increasing the capacity of existing
health care professionals and staff to address
these issues or by contracting with or hiring
domestic violence advocates to provide the
services, or by developing other models ap-
propriate to the geographic and cultural
needs of a site.

‘‘(c) ELIGIBLE ENTITY.—In this section, the
term ‘eligible entity’ shall mean a federally
qualified health center as defined in section
1861(aa)(4) of the Social Security Act (42
U.S.C. 1395x(aa)(4)).

‘(d) APPLICATIONS.—Each eligible entity
desiring a grant under this section shall sub-
mit an application to the Secretary at such
time, in such manner, and accompanied by
such information as the Secretary may re-
quire.

‘‘(e) AUTHORIZATION OF APPROPRIATIONS.—
There is authorized to be appropriated to
carry out this section $5,000,000 for each of
the fiscal years 2004 through 2007.”.

Mr. FRIST. Mr. President, I would
like to turn to several unanimous con-
sent requests.

———

UNANIMOUS CONSENT
AGREEMENT—H.R. 1997

Mr. FRIST. Mr. President, I ask
unanimous consent that, at a time to
be determined by the majority leader,
in consultation with the minority lead-
er, the Senate proceed to consideration
of H.R. 1997, a bill to protect unborn
victims of violence, and that the bill be
considered under the following limita-
tions: that the following amendments
be the only first-degree amendments in
order, with the specified time limita-
tions: Feinstein, Motherhood Protec-
tion Act, which is at the desk, 4 hours
equally divided; Murray, domestic vio-
lence prevention, which is at the desk,
2 hours equally divided; and that there
be an additional 30 minutes of debate
equally divided on the underlying bill.

I further ask consent that no second-
degree amendments be in order to the
Feinstein and Murray amendments;
and that upon disposition of all amend-
ments, the bill, as amended, if amend-
ed, be read a third time, and the Senate
proceed to a vote on passage, without
any intervening action or debate.

The PRESIDING OFFICER. Is there
objection?

Without objection, it is so ordered.

AUTHORITY FOR COMMITTEES TO
REPORT LEGISLATIVE AND EX-
ECUTIVE MATTERS

Mr. FRIST. Mr. President, I ask
unanimous consent that notwith-
standing the Senate’s adjournment,
committees be authorized to report
legislative and executive matters on
Thursday, March 18, from 10 a.m. to 12
noon.

The PRESIDING OFFICER. Without
objection, it is so ordered.

———
MEASURE READ THE FIRST
TIME—S. 2207
Mr. FRIST. Mr. President, I under-

stand that S. 2207 is at the desk, and I
ask for its first reading.
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The PRESIDING OFFICER. The
clerk will report.
The legislative clerk read as follows:

A bill (S. 2207) to improve women’s access
to health care services, and the access of all
individuals to emergency and trauma care
services, by reducing the excessive burden
the liability system places on the delivery of
such services.

Mr. FRIST. I now ask for its second
reading in order to place the bill on the
Calendar under provisions of rule XIV
and object to my own request.

The PRESIDING OFFICER. The bill
will be read the second time on the
next legislative day.

————

MEDICAL DEVICES TECHNICAL
CORRECTIONS ACT

Mr. FRIST. Mr. President, I ask
unanimous consent that the Chair lay
before the Senate a message from the
House of Representatives on (S. 1881) to
amend the Federal Food, Drug, and
Cosmetic Act to make technical cor-
rections relating to the amendments
by the Medical Device User Fee and
Modernization Act of 2002, and for
other purposes.

The PRESIDING OFFICER laid be-
fore the Senate the following message
from the House of Representatives:

Resolved, That the bill from the Senate (S.
1881) entitled ‘“An Act to amend the Federal
Food, Drug, and Cosmetic Act to make tech-
nical corrections relating to the amend-
ments made by the Medical Device User Fee
and Modernization Act of 2002, and for other
purposes’’, do pass with the following amend-
ment:

Strike out all after the enacting clause and
insert:

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Medical Devices
Technical Corrections Act’.

SEC. 2. TECHNICAL CORRECTIONS REGARDING
PUBLIC LAW 107-250.

(a) TITLE I; FEES RELATING TO MEDICAL DE-
VICES.—Part 3 of subchapter C of chapter VII of
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 379i et seq.), as added by section 102 of
Public Law 107-250 (116 Stat. 1589), is amend-
ed—

(1) in section 737—

(4) in paragraph (4)(B), by striking ‘“‘and for
which clinical data are generally mecessary to
provide a reasonable assurance of safety and ef-
fectiveness’ and inserting “‘and for which sub-
stantial clinical data are necessary to provide a
reasonable assurance of safety and effective-
ness’’;

(B) in paragraph (4)(D), by striking ‘‘manu-
facturing,”’;

(C) in paragraph (5)(J), by striking ‘‘a pre-
market application’’ and all that follows and in-
serting ‘“‘a premarket application or premarket
report under section 515 or a premarket applica-
tion under section 351 of the Public Health Serv-
ice Act.”’; and

(D) in paragraph (8), by striking ‘‘The term
‘affiliate’ means a business entity that has a re-
lationship with a second business entity’’ and
inserting ‘“The term ‘affiliate’ means a business
entity that has a relationship with a second
business entity (whether domestic or inter-
national)’’; and

(2) in section 738—

(4) in subsection (a)(1)—

(i) in subparagraph (A)—

(I) in the matter preceding clause (i) by strik-
ing ‘‘subsection (d),” and inserting ‘‘subsections
(@) and (e),”’;
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(II) in clause (iv), by striking ‘‘clause (i),”
and all that follows and inserting ‘‘clause (i).”’;
and

(III) in clause (vii), by striking ‘‘clause (i),”
and all that follows and inserting ‘‘clause (i),
subject to any adjustment under subsection
(e)(2)(C)(i1).”’; and

(ii) in subparagraph (D), in each of clauses (i)
and (ii), by striking ‘“‘application’’ and inserting
“application, report,’’;

(B) in subsection (d)(2)(B), beginning in the
second sentence, by striking ‘‘firms. which
show’ and inserting ‘‘firms, which show’’;

(C) in subsection (e)—

(i) in paragraph (1), by striking ‘“Where’’ and
inserting ‘“For fiscal year 2004 and each subse-
quent fiscal year, where’’; and

(ii) in paragraph (2)—

(1) in subparagraph (B), beginning in the sec-
ond sentence, by striking ‘‘firms. which show’’
and inserting ‘‘firms, which show’’; and

(I1) in subparagraph (C)(i), by striking
“Where” and inserting ‘‘For fiscal year 2004
and each subsequent fiscal year, where’’;

(D) in subsection (f), by striking ‘‘for filing’’;
and

(E) in subsection (h)(2)(B)—

(i) in clause (ii), by redesignating subclauses
(1) and (II) as items (aa) and (bb), respectively;

(ii) by redesignating clauses (i) and (ii) as
subclauses (I) and (II), respectively;

(iii) by striking ‘‘The Secretary’ and inserting
the following:

‘(i) IN GENERAL.—The Secretary’’; and

(iv) by adding at the end the following:

‘(i) MORE THAN 5 PERCENT.—To the extent
such costs are more than 5 percent below the
specified level in subparagraph (A)(ii), fees may
not be collected under this section for that fiscal
year.”’.

(b) TITLE II; AMENDMENTS REGARDING REGU-
LATION OF MEDICAL DEVICES.—

(1) INSPECTIONS BY ACCREDITED PERSONS.—
Section 704(g) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 374(g)), as added by sec-
tion 201 of Public Law 107-250 (116 Stat. 1602),
is amended—

(4) in paragraph (1), in the first sentence, by
striking ‘‘conducting inspections’ and all that
follows and inserting ‘‘conducting inspections of
establishments that manufacture, prepare, prop-
agate, compound, or process class II or class 111
devices, which inspections are required under
section 510(h) or are inspections of such estab-
lishments required to register under section
510(1).”’;

(B) in paragraph (5)(B), in the first sentence,
by striking ‘‘or poses’ and all that follows
through the period and inserting ‘‘poses a
threat to public health, fails to act in a manner
that is consistent with the purposes of this sub-
section, or where the Secretary determines that
there is a financial conflict of interest in the re-
lationship between the accredited person and
the owner or operator of a device establishment
that the accredited person has inspected under
this subsection.’’;

(C) in paragraph (6)(A)—

(i) in clause (i), by striking ‘‘of the establish-
ment pursuant to subsection (h) or (i) of section
510" and inserting ‘‘described in paragraph
’;

(ii) in clause (ii)—

(1) in the matter preceding subclause (I)—

(aa) by striking ‘“‘each inspection’’ and insert-
ing ‘‘inspections’’; and

(bb) by inserting ‘‘during a 2-year period’’
after “person’’; and

(I1I) in subclause (1), by striking ‘‘such a per-
son’’ and inserting “‘an accredited person’’;

(iii) in clause (iii)—

(I) in the matter preceding subclause (I), by
striking ‘“‘and the following additional condi-
tions are met:”’ and inserting ‘‘and 1 or both of
the following additional conditions are met:”’;

(11) in subclause (1), by striking ‘‘accredited’’
and all that follows through the period and in-
serting ‘‘(accredited under paragraph (2) and
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identified under clause (ii)(II)) as a person au-
thorized to conduct such inspections of device
establishments.”’; and

(I11) in subclause (II), by inserting ‘“‘or by a
person accredited under paragraph (2)° after
“by the Secretary’’;

(iv) in clause (iv)(I)—

(1) in the first sentence—

(aa) by striking ‘‘the two immediately pre-
ceding inspections of the establishment’ and in-
serting ‘‘inspections of the establishment during
the previous 4 years’’; and

(bb) by inserting ‘‘section’ after ‘‘pursuant
to’’;

(I1) in the third sentence—

(aa) by striking ‘‘the petition states a commer-
cial reason for the waiver;”’; and

(bb) by inserting ‘“‘not’’ after ‘‘the Secretary
has not determined that the public health
would’’; and

(III) in the fourth sentence,
“granted wuntil”’ and inserting
deemed to be granted until’’; and

(v) in clause (iv)(11)—

(1) by inserting “‘of a device establishment re-
quired to register’’ after ‘‘to be conducted’’; and

(II) by inserting ‘‘section’ after ‘‘pursuant
to”’;

(D) in paragraph (6)(B)(iii)—

(i) in the first sentence, by striking ‘, and
data otherwise describing whether the establish-
ment has consistently been in compliance with
sections 501 and 502 and other’ and inserting
“‘and with other”; and

(ii) in the second sentence—

(I) by striking ‘‘inspections’ and inserting
“inspectional findings’’; and

(II) by inserting ‘‘relevant’ after ‘‘together
with all other’’;

(E) in paragraph (6)(B)(iv)—

(i) by inserting ““(I)” after “‘(iv)”’; and

(ii) by adding at the end the following:

‘“(11) If, during the two-year period following
clearance under subparagraph (A), the Sec-
retary determines that the device establishment
is substantially not in compliance with this Act,
the Secretary may, after notice and a written re-
sponse, notify the establishment that the eligi-
bility of the establishment for the inspections by
accredited persons has been suspended.’’;

(F) in paragraph (6)(C)(ii), by striking ‘‘in ac-
cordance with section 510(h), or has not during
such period been inspected pursuant to section
510(i), as applicable’’;

(G) in paragraph (10)(B)(iii), by striking “‘a
reporting’’ and inserting ‘‘a report’’; and

(H) in paragraph (12)—

(i) by striking subparagraph (A) and inserting
the following:

“(A) the number of inspections conducted by
accredited persons pursuant to this subsection
and the number of inspections conducted by
Federal employees pursuant to section 510(h)
and of device establishments required to register
under section 510(i);”’; and

(i) in subparagraph (E), by striking ‘‘ob-
tained by the Secretary’ and all that follows
and inserting ‘‘obtained by the Secretary pursu-
ant to inspections conducted by Federal employ-
ees;’”’.

(2) OTHER CORRECTIONS.—

(A) PROHIBITED ACTS.—Section 301(gg) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 331(gg)), as amended by section 201(d) of
Public Law 107-250 (116 Stat. 1609), is amended
to read as follows:

‘““(gg) The knowing failure to comply with
paragraph (7)(E) of section 704(g); the knowing
inclusion by a person accredited under para-
graph (2) of such section of false information in
an inspection report under paragraph (7)(4) of
such section; or the knowing failure of such a
person to include material facts in such a re-
port.”.

(B) ELECTRONIC LABELING.—Section 502(f) of
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 352(f)), as amended by section 206 of
Public Law 107-250 (116 Stat. 1613), is amended,
in the last sentence—

by striking
“‘granted or
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(i) by inserting “‘or by a health care profes-
sional and required labeling for in vitro diag-
nostic devices intended for use by health care
professionals or in blood establishments’ after
“in health care facilities’’;

(ii) by inserting a comma after ‘“‘means’’;

(iii) by striking ‘‘requirements of law and,
that’ and inserting ‘‘requirements of law, and
that’’;

(iv) by striking ‘‘the manufacturer affords
health care facilities the opportunity’ and in-
serting ‘‘the manufacturer affords such users
the opportunity’’; and

(v) by striking ‘‘the health care facility’’.

(¢) TITLE I1I; ADDITIONAL AMENDMENTS.—

(1) EFFECTIVE DATE.—Section 301(b) of Public
Law 107-250 (116 Stat. 1616), is amended by
striking ‘18 months”® and inserting ‘36
months’.

(2) PREMARKET NOTIFICATION.—Section 510(0)
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 360(0)), as added by section 302(b) of
Public Law 107-250 (116 Stat. 1616), is amend-
ed—

(A) in paragraph (1)(B), by striking ‘, adul-
terated’’ and inserting ‘‘or adulterated’’; and

(B) in paragraph (2)—

(i) in subparagraph (B), by striking ‘, adul-
terated’’ and inserting ‘‘or adulterated’’; and

(ii) in subparagraph (E), by striking
“‘semicritical’”’ and inserting ‘‘semi-critical’’.

(d) MISCELLANEOUS CORRECTIONS.—

(1) CERTAIN AMENDMENTS TO SECTION 515.—

(A) IN GENERAL.—

(i) TECHNICAL CORRECTION.—Section 515(c) of
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 360e(c)), as amended by sections 209 and
302(c)(2)(A) of Public Law 107-250 (116 Stat.
1613, 1618), is amended by redesignating para-
graph (3) (as added by section 209 of such Pub-
lic Law) as paragraph (4).

(ii) MODULAR REVIEW.—Section 515(c)(4)(B) of
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 360e(c)(4)(B)) is amended by striking
“unless an issue of safety’ and inserting ‘‘un-
less a significant issue of safety’’.

(B) CONFORMING AMENDMENT.—Section 210 of
Public Law 107-250 (116 Stat. 1614) is amended
by striking ‘‘, as amended’’ and all that follows
through ‘‘by adding’’ and inserting ‘‘is amended
in paragraph (3), as redesignated by section
302(c)(2)(A) of this Act, by adding’’.

(2) CERTAIN AMENDMENTS TO SECTION 738.—

(A) IN GENERAL.—Section 738(a) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
379(a)), as amended by subsection (a), is
amended—

(i) in the matter preceding paragraph (1)—

(I) by striking ‘‘(a) TYPES OF FEES.—Begin-
ning on’’ and inserting the following:

“(a) TYPES OF FEES.—

““(1) IN GENERAL.—Beginning on’’; and

(I1) by striking ‘‘this section as follows:”’ and
inserting ‘‘this section.”’; and

(ii) by striking ‘(1) PREMARKET APPLICA-
TION,” and inserting the following: ‘‘(2) PRE-
MARKET APPLICATION,” .

(B) CONFORMING AMENDMENTS.—Section 738 of
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 379j), as amended by subparagraph (A),
is amended—

(i) in subsection (d)(1), in the last sentence, by
striking ‘‘subsection (a)(1)(A)”’ and inserting
“‘subsection (a)(2)(A)’’;

(ii) in subsection (e)(1), by striking ‘‘sub-
section (a)(1)(A)(vii)”’ and inserting ‘‘subsection
(@)2)(A)(vii)”;

(iii) in subsection (e)(2)(C)—

(I) in each of clauses (i) and (ii), by striking
“subsection (a)(1)(4)(vii)”’ and inserting ‘‘sub-
section (a)(2)(A4)(vii)”’; and

(II) in clause (ii), by striking
(a)(1)(A)(i)” and inserting
(@)(2)(A)@)’; and

(iv) in subsection (j), by striking ‘‘subsection
(a)(1)(D),” and inserting ‘‘subsection
(@)(2)(D),”.

(C) ADDITIONAL CONFORMING AMENDMENT.—
Section 102(b)(1) of Public Law 107-250 (116
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Stat. 1600) is amended, in the matter preceding

subparagraph  (4), by striking  ‘‘section
738(a)(1)(A)(ii)”’ and inserting ‘“‘section
738(a)(2)(A)(ii)”.

(3) PUBLIC LAW 107-250.—Public Law 107-250 is
amended—

(A) in section 102(a) (116 Stat. 1589), by strik-
ing ““(21 U.S.C. 379F et seq.)”’ and inserting ‘‘(21
U.S.C. 379f et seq.)”’;

(B) in section 102(b) (116 Stat. 1600)—

(i) by striking paragraph (2);

(ii) in paragraph (1), by redesignating sub-
paragraphs (A) and (B) as paragraphs (1) and
(2), respectively; and

(iii) by striking:

‘“(b) FEE EXEMPTION FOR CERTAIN ENTITIES
SUBMITTING PREMARKET REPORTS.—

‘(1) IN GENERAL.—A person submitting a pre-
market report’and inserting:

‘“(b) FEE EXEMPTION FOR CERTAIN ENTITIES
SUBMITTING PREMARKET REPORTS.—A person
submitting a premarket report’’; and

(C) in section 212(b)(2) (116 Stat. 1614), by
striking ‘, such as phase IV trials,”.

SEC. 3. REPORT ON BARRIERS TO AVAILABILITY
OF DEVICES INTENDED FOR CHIL-
DREN.

Not later than 180 days after the date of en-
actment of this Act, the Secretary of Health and
Human Services shall submit to the Committee
on Health, Education, Labor, and Pensions of
the Senate and the Committee on Energy and
Commerce of the House of Representatives a re-
port on the barriers to the availability of devices
intended for the treatment or diagnosis of dis-
eases and conditions that affect children. The
report shall include any recommendations of the
Secretary of Health and Human Services for
changes to existing statutory authority, regula-
tions, or agency policy or practice to encourage
the invention and development of such devices.

Mr. FRIST. I ask unanimous consent
that the Senate concur in the House
amendment, the motion to reconsider
be laid upon the table, and any state-
ments relating to the bill be printed in
the RECORD.

The PRESIDING OFFICER. Without
objection, it is so ordered.

WILKIE D. FERGUSON, JR. UNITED
STATES COURTHOUSE

Mr. FRIST. Mr. President, I ask
unanimous consent that the Senate
proceed to the immediate consider-
ation of S. 1904.

The PRESIDING OFFICER. The
clerk will report the bill by title.

The legislative clerk read as follows:

A Dbill (S. 1904) to designate the United
States courthouse located at 400 North
Miami Avenue in Miami, Florida as the
“Wilkie D. Ferguson, Jr. United States
Courthouse”.

There being no objection, the Senate
proceeded to consider the bill.

Mr. FRIST. Mr. President, I ask
unanimous consent that the bill be
read a third time and passed, the mo-
tion to reconsider be laid upon the
table, and any statements relating to
the bill be printed in the RECORD.

The PRESIDING OFFICER. Without
objection, it is so ordered.

The bill (S. 1904) was read the third
time and passed, as follows:

S. 1904

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled,

SECTION 1. DESIGNATION.

The United States courthouse located at

400 North Miami Avenue in Miami, Florida,
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